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aladl oa deadiuatl Ladatl g3l | Sterile hypodermic syringes for
R Jpasdlly s TC 84 Oall € e jall — Bualg 3,8 desdiwt! | single use -- Part :4 Syringes S7F8I?£Z/||§(/)IZS(§D 1
Gl aludiul Bulel s dslay | With re-use prevention feature '
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wa gill ol g alawstlg csaatt | Sterile single-use intravascular | SFDA.MD/ISO

Lol 5o Ayt A TC 84 ald L geall due oY1 Jals &adat) | introducers, dilators and guide- 11070/Amd 2
V dpanill — Bualg 3,k aludiwyl | wires — Amendment 1 1:2020
ladiw¥l o delat) lilayl Ll | Sterile urethral catheters for SFDA.MD/ISO
diws) Rt A T ¢ i
> e C 84 3aalgs 4 | single use 20696:2020 8

Sterile drainage catheters and

. Talh) 3 3¢a g doliat) Gy paill olud . . SFDA.MD/ISO
- Gl s
Lol 5o Jaasilly i TC 84 aaty 3,1 pleasust accessory devices for single 20697:2020 4
use
siasdl el sl bludll dasl | Catheter systems for neuraxial SFDA.MD/ISO

Lot go Tt s TC 84 ol daliatl clialtly bladll — g3 41 | application -- Sterile and single-use 50698:2020 S
3aalg 3 4 aladiwyl | catheters and accessories '

Traditional Chinese medicine —

Loladl SLallait] — (Gualdilf Jueall Clalf . SFDA.MD/ISO
FEWN| il g TC 24 : : st
" Jaasills A C 249 Sl ol 3500 Gen_eral rleqwrer_nents of 18666:2020 6
moxibustion devices
. fpestly TC 249 L 158 5l = gl il Traditional Chinese medicine — | SFDA.MD/ISO =

Gua Sha instruments 20308:2020

Medical electrical equipment

- Part 2-2: Particular require-

Y=Y £ all-dulall 2L st 356281 | ments for the basic safety and

Huolge A TC 62 35! b Lolal sttt | essential performance of high SFDA'MD_/ L 8
o . : 60601-2-2:2020

Jullai sl Laladl | frequency surgical equipment

and high frequency surgical

accessories

Medical electrical equipment
=Y e jali-datall A8l st 332y | - Part 2-61: Particular require-

Buol ge Bllakls s TC 62 #1a¥1 g dosbull Lolitl slttst | ments for basic safety and S(S)gOD1A2M6?/IZSOCZ)O 9
il syl wlils 3 36aY puwlud! | essential performance of pulse '
oximeter equipment

Medical electrical equipment
- Part 2-30: Particular require-

TRl S e ents for the basic safety and | SFDA.MD/IEC

EWN| Jalabls Sl aualus¥ ) £10Y g dodluall s LA &Lttt
e SRR Tcez M . *’LM M ... | essential performance of auto- |80601-2-30:2020 e
Lan A &Y pull dndis (ulid 3 342y . .
mated non-invasive sphygmo-
manometers
Medical electrical equipment -
Rl e e Part 2-56: Particular requirements
: T "~ | for basic safety and SFDA.MD/ISO
Lol Alatls Sl sl 210 g dedsall do Al calalbait|
e SR TC62 | e Uit G essential performance of 80601-2-56:2020 B

13, da ol & | (Sall
pest Sl ool o Glinical thermometers for body

temperature measurement
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Medical electrical equipment -
E4-Y e sali-dulall 4L gsil 352y | Part 2-49: Particular requirements SFDA MD/IEC
ol go Llatly s TC 62 | bl slally datlull Lolilt wlatiit) | for the basic safety and essential A, 12
e . . 80601-2-49:2020
Sl gl Basatie pau k1 &Sl 0 3342Y | performance of multifunction
patient monitors
Molecular in vitro diagnostic
— SR 3 Sl el paadlt | examinations — Specifications
P FPRTRTIER TC 212 &l Guull gasdll ol ol ,ules | fOr pre examination processes 25??6'\:[;/58 13
o1, bl g ol eaib ikt | for formalin fixed and paraffin- ’
embedded (FFPE) tissue
Molecular in vitro diagnostic
— O 3 Aaadl aaendsall gaadll | examinations — Specifications
- . o dauwidU Bkl paadll ol yal yulas | fOr pre examination processes SFDA.MD/ISO
Heolye sl TC 212 - o), Badit) g oilles8ik iitt | for formalin fixed and paraffin- 20166-2:2020 L
Joyatl gagt :Ye 520 | embedded (FFPE) tissue —
part 2: isolated protein
Molecular in vitro diagnostic
— AL § il cendiil aadll | @Xaminations -- Specifications
. @ . Tl Baull gaadll ailel o) yulas | fOr pre-examination processes SFDA.MD/ISO
folye s TO2120 s g | for formalin-fixed and paraffin- | 20166-3:2020 | 12
$iems gl paanll ;i 2520 | embedded (FFPE) tissue --
Part 3: Isolated DNA
T Molecular in vitro diagnostic
A examinations -- Specifications
ol go Lslalls A5 TC 212 Mﬁuj“:f?:‘:i‘:: for pre-examination processes Sgg’;ygélzsoo 16
GRS St for frozen tissue -- Part 1: '
> | Isolated RNA
T sy Molecular in vitro diagnostic
@wf:;";h it ot . | EXaminations -- Specifications SEDA.MD/ISO
ol g0 &slalls A TC 212 'd -~ ﬂ.' .h}ﬂf‘s’jﬂ' for pre-examination processes 20184-2'2020 17
AT "~ | for frozen tissue -- Part 2: '
Isolated proteins.
Medical laboratories -- Requirements
s " - 98 5 pea cilallais — &kl ol p3dt) | fOr collection, transport, receipt, SFDA.MD/ISO/TS
el Selegs | TC 212 stustl g gotsstl s 3t | and handling of 20658:2020 | 1©
samples
MOLECULAR IN VITRO DIAG-
NOSTIC EXAMINATIONS --
— Ak 3 Sosall ead il yaadll | SPECIFICATIONS FOR PRE- SEDA MD/ISO
& go Alatly A TC 212 | - gu,slpall gaad JS L lsl ol uee | EXAMINATION PROCESSES 2018(";-1 2020 19
Jaratl gsmll sag ) ea | FOR VENOUS WHOLE '
BLOOD -- PART 1: ISOLATED
CELLULAR RNA
MOLECULAR IN VITRO DIAG-
R o) B ot NOSTIC EXAMINATIONS --
o '3" jg‘e .‘d;*u el s SPECIFICATIONS FOR PRE- SFDA MD/ISO
Hol go Ml s TC 212 |  ERPTOSSSERSEEEE T EXAMINATION PROCESSES ' 20

! (55550 53930 paaadl 1) 5 5ol
Jayad!

FOR VENOUS WHOLE
BLOOD -- PART 1: ISOLATED
GENOMIC DNA

20186-2:2020
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/M”' ("’w/‘”m) j"ﬁ A a1 B30 A ) ol A k¥ | AR Wasal ol el aaial gl o a
o wugs | TC212| e mmmnses | and | SFDAMDISO |
5 oty s Sotisty g quatty 22870:2020
competence
o s LS Sl e s Laboratory medicine --
FERIW Lslatly A TC 212 ::T zrm‘:ﬁ| _,:: Requirements for reference S_T;';gﬂ EéIZSOO 22
ot o L P measurement laboratories '
il el s TC 173 ol Laayl s 4 sall — as ikt wl s | Wheelchairs - Part 9: Climatic SFDA.MD/ISO 3
> e Ll sl ds it ol saalt) | tests for electric wheelchairs 7176-9:2020
Wheelchairs — Part 21:
e e Reaurements g estmtteds | gepa piso
s x - 3 S Gk g nq.
e e TC173 3 yiuall ilal yull g ds aitl ol it | compatibility of electrically 7176-21:2020 | 24
alyleall gal gy sl gsib dslall | powered wheelchairs and
scooters, and battery chargers
Tips for assistive products for
Baslull ailaiat) ), /ssl (bl | walking — Requirements and
Huolge L 2 TC173 | — sy gybyatiati— ) Je | test methods — Part 2: Durability SFDA'MP/ISO 25
e .. . 24415-1:2020
el sl )Dts( Jaa3 358 :Y =30 | Of tips for crutches
Bacbliat) Slamitl e,/ ssl gi(biled vTvlsliif:g; a_ss;{setlc\]lji rZﬁZi?;S;:; SFDA.MD/ISO
el S TC173 :;%i:itﬁhfj:j test methods — Part 2: Durability SalSE Al
chisallclle)JBha(dea3dd Tesal | of tips for crutches
el e o ot sacttl ey | TECHNICA aids for persons with | SFDA.MD/ISO
. sl s | TC 173 et == | disability — Environmental 16201:2020 | 27
- La gall Blaadl il asailf atil S
control systems for daily living
— Jsal e dolit wlisY! | Urine collection bags — Part 2:
Huolge dwib s TC 173 SLEAYI 3 by st Y520 | Requirements and test meth- SFDAMD/ISO el
T 8669-2:2020
ods
. " - g 3 desdiuatl Y — oL b | Dentistry -- Wires for use in SFDA.MD/ISO
el R TC 106 sttt | orthodontics 15841:2020 | 29
o I Dentistry -- Metallic materials for
RN Lslatly A TC106| © . f“‘“t’l‘.d"{‘ “'Lw,w “h fixed and removable restorations SFDA'N_ID/ISO 30
as it g Al dxiull Sl gaill . 22674:2020
and appliances
s " - 3 deluall gLl — ol b | Dentistry -- Artificial teeth for SFDA.MD/ISO
o ot TC 108 Ll alasgaill | dental prostheses 22112:2020 81
s " - =V ejall — sl sbds — gl o | Dentistry -- Extraction forceps -- | SFDA.MD/ISO
R ot TC 108 Ll ottt | Part 1: General requirements 9173-1:2020 e
e Dentistry -- Evaluation of
ot s s TC106 (SRS OB  compatibility of medical SFDROES
OL¥! G 3 douiiuad | Lusdall 3 543U . . ) 7405:2020
devices used in dentistry
. Dentistry -- Polymer-based
s s - I 8 alal) LSS ) ghf — LS ubs . . . SFDA.MD/ISO/TS
FERIW Lslatly A TC 106 Tiao Sl o e ¢ 5303 luting materials containing 16506: 2020 34

adhesive components
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Aol go alally (o SLSAYI 3k g Lelalf bttt 9 20126:2020

methods
. .. ... . . | Non-active surgical implants --
diiol go daaaills TC150 | = . L*n""\f‘w*iw'*io’fyj Mammary implants -- Particular SFDA'N_ID/ISO 36
: Lolall ol yidl — de g5k guill 3 34l _ 14607:2020
requirements
oot e Implants for surgery -- Determi-
s amsas | TC 150 ’:“d" 3ua_.s_~,;4|25u“ ﬁ fm nation of impact resistance of SFDAMD/ISO |
> T SRR S a3, 8258 e ramic femoral heads for hip 11491:2020
AL Juadt Ludygaill |
. joint prostheses
Juads 5B —— Lial o 5‘-93:)}“ o;eaiﬂ Implar?ts.fqr surgery -- Wear of SEDA.MD/ISO
Lol go Aty A TC 150 | @y :Yej— IS0 oangan 3230 | total hip-joint prostheses -- Part _ 38
i 14242-2:2020
wtat | 2: Methods of measurement
Assessment of the safety of
- " - ablidt! o)l p gualll 3w sl | Magnetic resonance imaging SFDA.MD/ISO/TS
e Biategs I TOTS0 | ke gt st 530 s> | for patients with an active im- 10974:2020 | °9
plantable medical device
Active implantable medical devices
—— diill de g, 5t Akl 3342y | -- Electromagnetic
. ) SYsSgigp—— ‘,.mhuumsn @éiyfn compatibility - EMC test . SEDA MD/ISO
ol o Bylatly s TC 150 | olamit cuwusline s psil 381530 JLaal | protocols for implantable cardiac _ 40
) - . , : 14117:2020
8 plia i S 3e g wlill sl s | pacemakers, implantable
wlill &l 30 354l | cardioverter defibrillators and
cardiac resynchronization devices
Implants for surgery — Partial
. | and total hip joint prostheses —
sl et a2 de9,3t1 85623 | part 4: Determination of SIRL D)

Lol go Wallat s A5 TC 150 18 g el —— JSI gl 55l o gasil i . ISO 7206- 41
C T gw e e =T endurance properties and 4:2010+A1 2020
sl ladly deatll paibiad a3 erformance of stemmed femo- | '

Lsadll LHAASN

= ral components
e ...« | Medical devices -- Connectors
ol oln ey ——dumllageadl | ¢ orvoir delivery systems

. i - ) Byl St oo 3 Y 5y SFDA.MD/ISO

Ghiol 3o @legis TC210 0 ety 1 - | (07 healthcare applications -- 18250-1:2020 | +2
ST " L., Part1:General requirements '

and common test methods
Sl A58 3 —— deaall 3 sen] Medical devices -- Connectors
! Aall s TC 210 - f’ﬁ:w 3| T d-:::d‘ for reservoir delivery systems SFDA.MD/ISO 43
> SR st St for healthcare applications -- 18250-3:2020
& gal) LARA SilEaakai Y el . )
i Part 3: Enteral applications
Medical devices -- Connectors
Ll o135 s g — dukall 33aY1 | fOr reservoir delivery systems
Mol e TC 210 — daall e sl s sitl | for healthcare applications -- SFDA.MD/ISO

S8l Giadl edls g 1V ¢ jadl

Part 7: Connectors for
intravascular infusion

18250-7:2020
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Medical devices -- Connectors
Ll G133 odue g — dukll 334aY1 | fOr reservoir delivery systems
= n . —— daauall Gile ) il o it | fOr healthcare applications -- SFDA.MD/ISO
el Sbas TC2100 L iaioi i s hemn | Part 8: Citrate-based 18250-8:2020 | +°
pull Juad sttt | @nticoagulant solution for
apheresis applications
st s ISRl ooy
deolys Wit TO 210 ooyt edll e/ Gusall 0l sl eventg — Part 1: Event-type ISOITS 19218- g
ottt p 5 ' yp 1:2011+A1:2020
codes
) o ey e e Medical devices -- Hierarchical
" st s | TC 210 ﬁ"_h’.‘;|m‘/_ ~ mﬁ; coding structure for adverse  SFDA.MD/SO/TS
> ST RO " events -- Part 2: Evaluation 19218-2:2020
” codes
e ST e el Small-bore connectors for
UJ 0’-\-1-‘0-‘ =) . . .
= - . e 7| liquids and gases in healthcare | SFDA.MD/ISO
Heclse etegsTO210 1 deoimheslee S o pplications -- Part 1: General | 80369-1:2020 | *°
" | requirements
T Anaesthetic and respiratory SFDA.MD/ISO
Lol go At A TC121 S 3 ’P equipment -- Passive 20789:2020 49
ol PR
humidifiers
B el Anaesthetic and respiratory SFDA.MD/ISO
Kol o i o | TC121 = % mj‘: equipment -- Nebulizing 27427:2020 | 50
? systems and components
Medical electrical equipment
el — dulall 4L st 3342Y1 | -- Part 2-79: Particular
s1a¥ly fM wwtuﬂ‘ ﬁ:—* requirements for basic safety Sl DTS
Lol ga Lslatly A TC121 R . . 80601-2-79:2020 51
ulsall udiill acs 3 34a¥ (uwlud) | and essential performance of
il jealb dass | ventilatory support equipment
for ventilatory impairment
A X ... . Medical suction equipment SFDA.MD/ISO
2 Jo¥) sl — daadall adiull 3 jgal .
RN Lslatly A TC121 7. | --Part 1: Electrically powered 10079-1:2020 & 52
AL gt Ladiall 3 3 ] )
suction equipment
s doYleiall — & a3 jaal
.‘_"’w "A_"_;LHM M' ’P Changes to requirements for SFDA'M_D/ISO
Lo Lsllakls s TC121 e I e operating at extremes of tem- ezl Oy 53
e U 5,0l sl o aie guiczall sttt | OP 9 Amd 1:2020
_ | perature
G guadll
Medical electrical equipment —
o3l —— dutall 5L ¢St 336aY1 | Part 2-55: Particul
s1a¥l g fmu wwtfm fj—* rezruire?nsentzrf:)iuﬂ?er basic SIFDELBIHIE
Lol go Qslatls A TC121 o . . 80601-2-55:2020 54
SO &1 85 Y 8 W utud) | safety and essential
< | performance of respiratory
gas monitors
§ Lesdiull gl 3 gal claiie | Breathing system filters for SFDA.MD/ISO
Lol 4o Lslatly S TC121 anaesthetic and respiratory use | 23328-2:2020 | 55

il yudd) 1Y g jadl —— (wdlill g aadill
el

-- Part 2: Non-filtration aspects
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) : : SFDA.MD/ISO
&us) go Atk ly S TC121 sedill ol ;e st | Anaesthetic reservoir bags 5362:2020 56
e ) s Anaesthetic and respiratory SFDA.MD/ISO
ol go Lslatly A TC121 e o 3::: equipment -- Oropharyngeal 5364:2020 57
B airways
. s s 1o Yl il g 2t Tra?spor:able |Ic(;|.UId| oxygen SEDA.MD/ISO s
Lol 4o Aillatls A ol s, | SyStems for medical use -- 187772020
i Particular requirements
Sterilization of health care
—— &l Lls l oladis aidiad | products -- General requirements
. " . aiaill ol 9o ailad dolatf lutiait) | for characterization of a sterilizing = SFDA.MD/ISO
Aty lath s TC198 431,k g uadlall 1 319 mailly | @agent and the development, valida- 14937:2020 59
dubll 3 4a¥) adail &gyl | tion and routine control of a steril-
ization process for medical devices
s i .. .. | Sterilization of health care
Lol go ylatly S TC198 u"w’f' . Wi’” UM‘WA products -- Biological and chemical SFDA'N_ID/ISO 60
SLAY olane—dblasll g dygand) | L . 18472:2020
indicators -- Test equipment
Sterilization of health care
—gladyl-daiall Lile l olaiis adss | products — Radiation — Part 1:
eo» Sl g a'u: cfdhw ﬁ;st geq:irements folr dlevelopment SFERLAIBIIE0
Lol go Tillatls S TC198 AR L . . 11137-1:2006/ | 61
padal dalead dusliie Y1 481,415 dauall | validation and routine control of AMD 1:2020
Vdeeas —dukall 3321 | @ sterilization process for medical '
devices — Amendment1
Sterilization of health care
I LT products — Radiation — Part 1:
i ¢ L X A 'm“ Requirements for development, | SFDA.MD/ISO
. . . daall o B g olas ¥l Slallais: ) ¢ jadl O . ]
Lo 4o Lylatly S TC198 e validation and routine control of | 11137-1:2006/ | 62
552 ¥1 i dulaal Zyaliie ¥ L5141 g e )
o a sterilization process for medical AMD 2:2020
¥ sl —duabalf )
- devices — Amendment 2:
Revision to 4.3.4 and 11.2
Sterilization of health-care
products — Ethylene oxide —
| ——duaall dle il Gladis asdas i -
e oo STOAWDISO
ot go mbib s | TC198 | L O g T e ’ T 11135:2014/AMD | 63
352! aalian dalaal LuluieY 481019 | control of a sterilization process 1:2020
Vdeeas —auilt | for medical devices — Amend- '
ment 1: Revision of Annex E,
Single batch release
e Ol e e Biological evaluation of medical SEDAMD/ 1SO
Bol 4o Lslally S TC194 | =~ T NETEs M devices — Part 2: Animal A, 64
Ol gaall e, exlaliais . 10993-2:2020
welfare requirements
e Ol e e Biological evaluation of medical SEDA.MD/ 1SO
&l go At A TC 194 R ’P fs i M devices — Part 7: Ethylene oxide - 65
Pl sas i) s LGy e . 10993-7:2020
sterilization residuals
Biological evaluation of medical
18 ¢ jadl— daatall 3 jga & i — :
) ) y ,eJ|~ uen SIS GyaJ‘a-\-ﬂ-d‘ dev_lces. . Pgrt 9: Framework SEDA MD/ 1SO
ol 9o Bylally (23 TC 194 92 Lilial sus s g waas 5| for identification and 10993-9-2020 66
Jasllaus abs e | quantification of potential '
degradation products
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Biological evaluation of
" . . SVY g jadi- duall 356250 g saall ansitt | medical devices — Part 12: SFDA.MD ISO
Aolse el TC 194 faaa o155 ctuall el | Sample preparation and 10093-12:2020 | 7
reference materials
Biological evaluation of medical
) ) :w\nf'@.n— uau 53620 g,g.s:neggsm devices - .ParF 13: Ident|f|cat|_on SEDA.MD/ 1SO
Lol g &ty S TC 194 | sxa¥ioedlaitials b wisywuas | and quantification of degradation _ 68
L . . 10993-13:2020
ol ylgall 3o dxiatl &kl | products from polymeric medical
devices
1 e sl 33030 9 Biological evaluation of medical
il Bl aa TC 194 ' mﬂw‘:\:ﬂfw , ~ | devices — Part 16: Toxicokinetic | SFDA.MD/ ISO 69
> e o T ’M study design for degradation 10993-16:2020
Obgall g Haill ALl
’ ’ products and leachables
AV 5 i a3 a0 5 il Biological evaluation of
" withss TC 194 smtssmes st st aes | Medical devices — Part 17: SFDAMDISO |
> e i i ¢ "~ .| Establishment of allowable 10993-17:2020
obgdll | ..
i limits for leachable substances
RO | Biological evaluation of medical
ol Balatls s TC 194 | ETEE ’“ﬁmgy,‘&% devices — Part 18: Chemical SFDA'MD_/ O 71
3 gall Aliasll s g3l - : 10993-18:2020
characterization of materials
N Ophthalmic optics -- Contact
St g lenses and contact lens care
s " - ORIl wual — L Hlall Giladisg - SFDA.MD/ ISO
Lol go Walatls s TC 172 e S Y products -- Determination of 119812020 72
T physical compatibility of contact '
oW Sluwasd! as LI .
lens care products with contact lenses
Ophthalmic optics -- Contact
) B s 5! mw' a'-wuf — ol Sl s Iense.s. -- I?art 1: Vocabulary, SEDA.MD 1SO
Lol ge Aslakls TC 172 | sluesuly duai sy slalnat) : V| classification system and ) 73
) s  agn . , 18369-1:2020
by pa3ll Bl peilads ittt | recommendations for labelling
specifications
s . .. — &Ml slwsall — all sbyas | Ophthalmic optics -- Contact SFDA.MD ISO
el o Teirz @ poantl ol : Ye3all | lenses -- Part 2: Tolerances 18369-2:2020 74
o . Ophthalmic optics -- Contact
Lol ge Billathy s TC 172 - uumh;' wj:u:: lenses -- Part 3: Measurement 812229'\/:;[)2/(;;? 75
CETETT T methods '
sl Sl — sl S Ophthalmic optics -- Contact
i Gt ss | TC 172 | btoms sttt minsn sy | lENSES - Part 4: SFDAMD/ISO | _
> e RS 0SEE S Physicochemical properties of 18369-4:2020
LM &lwandl o) gt :
contact lens materials
LU Sial] ——ipal] S Ophthalmic optics -- Contact
s Gt s | TC 172 i st o .,x:: lenses and contact lens care SFDA.MD/ISO | __
> e . ) o i *,’ products -- Determination of 11986:2020
UL ENRT Y O KLY .
preservative uptake and release
~ Personal protective equipment
s " - Sl LIA Gk — duadill Glaadl 3 g SFDA.MD/ ISO
Lol go Aylally (A5 TC 172 W R Test methods for sunglasses 12311:2020 78

and related eyewear
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[daa! 9o Il dae G2 - PSP o aanl el e e .
T e " | |
) ) . wu ENRTRAT —4?,1{5 Cpad! eutu Eye and face protection -- Sun- SEDA.MD 1SO
Lol ge Bllatly A TC 172 S, ) e jall — dlatl olasitly | glasses and related eyewear -- _ 79
T 12312-1:2020
platl aladiutl duweidl | Part 1: Sunglasses for general use
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